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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

Responsive to communication(s) filed on 21 June 2007 . 
2a)Q This action is FINAL. 2b) Kl This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) (3 Claim(s) 21-56 is/are pending in the application. 

4a) Of the above claim(s) 36-51 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 21-35 and 52-56 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 25 March 2004 and 10 September 2004 is/are: a)E] accepted or b)D objected to by the 
Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Notice of Amendment 

1 . In response to the amendments filed on 06/21/2007, amended claim(s) 21 , 22, 
24, 27, 28, and 29, and new claim(s) 52-56 is/are acknowledged. The current rejections 
of the claim(s) 21-35 is/are withdrawn. The following new and reiterated grounds of 
rejection are set forth: 

Claim Objections 

2. Claim 21 is objected to because of the following informalities: the positive 
recitations of "and" in line 3 appears contain a grammatical and/or typographical error. 
Appropriate correction is required. 

3. Claim 21 is objected to because of the following informalities: the positive 
recitation of "a lancing device including a lancet drive including a spring operatively 
coupled to said housing..." appears ambiguous and may be structurally interpreted in 
several ways. The examiner notes for clarity Applicant may have intended to claim "a 
lancing device including a lancet drive including a spring, the lancing device operatively 
coupled to said housing...". Appropriate correction is required. 

4. Claim 23 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. The "spring mechanism" of 
claim 23 appears to duplicate the structure of the "spring" in claim 21 and may render 
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the claim indefinite. It appears the "spring mechanism" and the "spring" are indeed the 
same structure and both as claimed are operatively coupled to the housing. 

5. Claims 29 and 34-35 are objected to because of the following informalities: the 
positive recitation of "the device is configured for traveling along a trajectory..." in lines 
1-2 appears to claim the entire device travels along a trajectory and may render the 
claim indefinite. Moreover, the positive recitation of "a trajectory" appears to duplicate 
the "trajectory" of claim 21 and may render the claim indefinite. The examiner notes for 
clarity Applicant may have intended to claim "the lancing device is configured for 
traveling along a lancing trajectory...". Appropriate correction is required. 

Claim Rejections - 35 USC § 101 

6. 35 U.S.C. 101 reads as follows: . 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

7. Claims 27 and 52-56 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. The claimed invention is directed 
to a naturally occurring phenomenon (i.e. parts of the human body). The claims 
positively recite structural limitations of naturally occurring phenomenon, including: a 
"bodily fluid sample. compris(ing)" a submicroliter volume, a volume of less than 1/3 of a 
microliter, and a diameter of not more than approximately 0.005 inches within the scope 
of the invention. 

Claim Rejections - 35 USC § 102 

8. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 
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9. Claims 21-35 and 52-56 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Cunningham et al. (US 6,306,104 B1 , hereinafter Cunningham). 

10. For claims 21 and 23, Cunningham discloses a device (10, 900, 1000) for 
obtaining and testing a bodily fluid sample, comprising: 

• a housing (12) defining a first aperture (33); 

• a lancing device (16, 67, 908, 1016) including a lancet drive (60) including a spring 
(68), the lancing device operatively coupled to said housing for obtaining the bodily 
fluid sample by advancing through said first aperture, piercing a bodily fluid sample 
location (column 6 lines 17-30 and column 9 lines 29-57), and withdrawing to 
provide access to the bodily fluid sample by a test strip (914, 1014); and 

• a mount block (903, 1 003) coupled with a connector that is coupled with a motor 
(column 32 line 55 - column 33 line 39) within the housing, the mount block 
configured for coupling the test strip thereto (as best seen in Figures 13-14), wherein 
the motor moves the mount block and test strip along a trajectory such that a 
reagent receiving portion (column 7 line 65 - column 8 line 36 and column 16 lines 
40-56) of the test strip comes to rest at a center of the bodily fluid sample without 
moving the housing relative to the bodily fluid sample location (column 32 line 55 - 
column 33 line 39) (as best seen in Figure 13E), and 

• wherein after said lancing and withdrawing of the lancing device, the test strip is 
movable to a bodily fluid sample contacting position (column 32 line 55 - column 33 
line 39), said bodily fluid sample contacting position capable of being within 0.010 
inches of said center of said bodily fluid sample. 
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11. For claim 22, Cunningham discloses the device of claim 21 , wherein the lancing 
device comprises a cutting edge (the at least one lancet in column 6 lines 17-30 and 
column 9 lines 29-57) that is aligned with the test strip, although withdrawn following 
lancing to provide said bodily fluid sample, when the test strip is received in the housing 
and moved to said center of the bodily fluid sample (as best seen in Figure 13E). 

12. For claim 24, Cunningham discloses the device of claim 21, wherein the lancing 
device comprises a body having a first axis, and a sharp operatively connected to the 
body, wherein the sharp has a second axis that is substantially perpendicular to the first 
axis (column 6 lines 17-30 and column 9 lines 29-57). 

13. For claim 25, Cunningham discloses the device, wherein the lancing device 
comprising a sharp with at least two points (column 6 lines 17-30 and column 9 lines 29- 
57). 

14. For claim 26, Cunningham discloses the device, wherein the lancing device is of 
a construction sufficient to pierce tissue of a patient (column 6 lines 17-30 and column 9 
lines 29-57). 

15. For claims 27 and 52-56, Cunningham discloses the device, wherein the bodily 
fluid sample is capable of comprising a submicroliter volume, a volume of less than 1/3 
of a microliter, and a diameter of not more than approximately 0.005 inches. 

16. For claim 28, Cunningham discloses the device, wherein when the test strip is in 
the bodily fluid sample-contacting position, a fill channel (column 7 line 65 - column 8 
line 36 and column 16 lines 40-56) of the test strip is capable of being aligned with the 
sample within 0.005 inches of said center of said sample (as best seen in Figure 13E). 
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17. For claims 29, 34, and 35, Cunningham discloses the device, wherein the lancing 
device is capable of traveling along a trajectory of 0.03 inches along the bodily fluid 
sample location at an approach angle between 35 - 65 degrees. 

18. For claim 30, Cunningham discloses the device, wherein the physiological 
property that is determined from the sample comprises a glucose level (Abstract). 

1 9. For claim 31 , Cunningham discloses the device, further comprising a controller 
(20) operatively coupled to the housing for controlling operation of the lancing device 
(column 13 lines 33-51). 

20. For claim 32, Cunningham discloses the device, further comprising an input unit 
(1009) operatively coupled to the housing for operating the lancing device. 

21 . For claim 33, Cunningham discloses the device, further comprising a controller 
(20) operatively coupled to the housing for controlling movement of the test strip when 
the test strip is received in the housing (column 32 line 55 - column 33 line 39). 

Response to Arguments 

22. Applicant's arguments filed 06/21/2007 with respect to claims 21-35 and 52-56 
have been considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey G. Hoekstra whose telephone number is 
(571)272-7232. The examiner can normally be reached on Monday through Friday, 
8:00 a.m. to 5:00 p.m. EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max F. Hindenburg can be reached on (571)272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/J.HJ 

Jeff Hoekstra 
Examiner, Art Unit 3736 




